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Chapter  1:  RULES  AND  REGULATIONS  FOR  MANUFAC- 
TURERS, DISTRIBUTORS,  DISPENSERS  AND 
RESEARCHERS  OF  CONTROLLED  SUB- 
STANCES. 

PART  1-  REGISTRATION  OF  MANUFACTURERS,  DISTRI- 
BUTORS, AND  DISPENSERS  OF  CONTROLLED 
SUBSTANCES 


GENERAL  INFORMATION 

§1.1     Scope  of  Part  1 

Procedures  governing  the  registration  of  manufacturers,  distributors,  and 
dispensers  of  controlled  substances  pursuant  to  G.S.  §  90-101  through  90-103  are 
set  forth  generally  by  those  sections  and  specifically  by  the  sections  of  this  part. 

§1.2     Definitions 

As  used  in  this  part,  the  following  terms  shall  have  the  meanings  specified: 

(a)  The  term  "Act"  means  the  North  Carolina  Controlled  Substances  Act  (G.S. 
Chapter  90,  Article  5). 

(b)  The  term  "Authority"  means  the  North  Carolina  Drug  Authority. 

(c)  The  term  "basic  class"  means,  as  to  controlled  substances  listed  in  Schedules 
I,  II  and  VI: 

(1)  Each  of  the  opiates,  including  its  isomers,  esters,  ethers,  salts,  and  salts  of 
isomers,  esters,  and  ethers  whenever  the  existence  of  such  isomers,  esters,  ethers,  and 
salts  is  possible  within  the  specific  chemical  designation,  listed  in  Schedule  I  of  the 
North  Carolina  Controlled  Substances  Act. 

(2)  Each  of  the  opium  derivatives,  including  its  salts,  isomers,  and  salts  of 
isomers  whenever  the  existence  of  such  salts,  isomers,  and  salts  of  isomers  is  possible 
within  the  specific  chemical  designation,  listed  in  Schedule  I  of  the  North  Carolina 
Controlled  Substances  Act. 

(3)  Each  of  the  hallucinogenic  substances,  including  its  salts,  isomers,  and  salts 
of  isomers  whenever  the  existence  of  such  salts,  isomers,  and  salts  of  isomers  is 
possible  within  the  specific  chemical  designation,  listed  in  Schedule  I  of  the  North 
Carolina  Controlled  Substances  Act. 

(4)  Each  of  the  following  substances,  whether  produced  directly  or  indirectly  by 
extraction  from  substances  of  vegetable  origin,  or  independently  by  means  of 
chemical  synthesis,  or  by  a  combination  of  extraction  and  chemical  synthesis: 

(i  )  Opium,  including  raw  opium,  opium  extracts,  opium  fluid  extracts,  powd- 
ered i  opium,  granulated  opium,  deodorized  opium  and  tincture  of  opium: 

(ii)  Apomorphine; 

(Hi)  Codeine; 

(iv)  Ethylmorphine; 

(v)  Hydrocodone; 


(vi)  Hydromorphone; 

(vii)  Metopon; 

(viii)  Morphine 

(ix)  Oxycodone; 

(x)  Oxymorphone; 

(xi)  Thebaine; 

(xii)  Mixed  alkaloids  of  opium  listed  in  Schedule  I  of  the  North  Carolina  Con- 
trolled Substances  Act; 

(xiii)     Cocaine;  and 
(xiv)     Ecgonine; 

(5)  Each  of  the  opiates,  including  its  isomers,  esters,  ethers,  salts,  and  salts  of 
isomers,  esters,  and  ethers  whenever  the  existence  of  such  isomers,  esters,  ethers,  and 
salts  is  possible  within  the  specific  chemical  designation,  listed  in  Schedule  II  of  the 
North  Carolina  Controlled  Substances  Act;  and 

(6)  Methamphetamine,  including  its  salts,  isomers,  and  salts  of  isomers,  when 
contained  in  any  injectable  liquid. 

(d)  The  term  "Bureau"  means  the  Federal  Bureau  of  Narcotics  and  Dangerous 
Drugs. 

(e)  The  term  "director"  means  the  Director  of  the  Authority. 

(f )  The  term  "hearing"  means  any  hearing  held  pursuant  to  this  part  for  the 
granting,  denial,  revocation,  or  suspension  of  a  registration  pursuant  to  G.S.  §  90-102 
and  90-103. 

(g)  The  term  "individual  practitioner"  means  a  physician,  dentist,  veterinarian, 
or  other  individual  licensed,  registered,  or  otherwise  permitted  by  the  State  to 
dispense  a  controlled  substance  in  the  course  of  professional  practice,  but  does  not 
include  a  pharmacist,  a  pharmacy,  or  an  institutional  practitioner. 

(h)  The  term  "person"  includes  any  individual,  corporation,  government  or 
governmental  subdivision  or  agency,  business  trust,  partnership,  association,  or 
other  legal  entity. 

(i  )  The  terms  "register"  and  "registration"  refer  only  to  registration  required 
and  permitted  by  G.S.  §  90-102. 

(j  )  The  term  "registrant"  means  any  person  who  is  registered  pursuant  to  G.S.  § 
90-102. 

(k)  Any  term  not  defined  in  this  section  shall  have  the  definition  set  forth  in  G.S. 
§  90-87. 

§1.3     Additional  Information 

Information  regarding  procedures  under  these  rules  and  instructions  sup- 
plementing these  rules  will  be  furnished  upon  request  by  writing  to  the  North 
Carolina  Drug  Authority,  222  N.  Person  Street,  Raleigh,  North  Carolina  27611. 

Requirements  of  Registration 

§1.11     Persons  Required  to  Register 

Every  person  who  manufactures,  distributes,  or  dispenses  any  controlled  sub- 


stance  or  who  proposes  to  engage  in  the  manufacture,  distribution,  or  dispensing  of 
any  controlled  substance  in  this  State  shall  obtain  annually  a  registration  unless 
exempted  by  law  or  pursuant  to  §  1.14-1.16.  Only  persons  actually  engaged  in  such 
activities  are  required  to  obtain  a  registration,  related  or  affiliated  persons  who  are 
not  engaged  in  such  activities  are  not  required  to  be  registered.  (For  example,  a 
stockholder  or  parent  corporation  of  a  corporation  manufacturing  controlled  sub- 
stances is  not  required  to  obtain  a  registration). 

§1.12  Separate  Registration  for  Independent  Activities 

(a)  The  following  groups  of  activities  are  deemed  to  be  independent  of  each  other: 

(1)  Manufacturing  controlled  substances; 

(2)  Distributing  controlled  substances; 

(3)  Dispensing  controlled  substances  listed  in  Schedules  II  through  V; 

(4)  Conducting  research  (other  than  research  described  in  subparagraph  (6)  of 
this  paragraph)  with  controlled  substances  listed  in  Schedules  II  through  V; 

(5)  Conducting  instructional  activities  with  controlled  substances  listed  in 
Schedules  II  through  V; 

(6)  Conducting  research  with  narcotic  drugs  listed  in  Schedules  II  through  V  for 
the  purpose  of  continuing  the  dependence  on  such  drugs  of  a  narcotic  drug  dependent 
person  in  the  course  of  conducting  an  authorized  clinical  investigation  in  the 
development  of  a  narcotic  addict  rehabilitation  program  pursuant  to  a  Notice  of 
Claimed  Investigational  Exemption  for  a  New  Drug  approved  by  the  Food  and  Drug 
Administration; 

(7)  Conducting  research  and  instructional  activities  with  controlled  substances 
listed  in  Schedules  I  and  VI; 

(8)  Conducting  chemical  analysis  with  controlled  substances  listed  in  any 
schedule; 

(b)  Every  person  who  engages  in  more  than  one  group  of  independent  activities 
shall  obtain  a  separate  registration  for  each  group  of  activities,  except  as  provided  in 
this  paragraph.  Any  person,  when  registered  to  engage  in  the  group  activities 
described  in  each  subparagraph  in  this  paragraph,  shall  be  authorized  to  engage  in 
the  coincident  activities  described  in  that  subparagraph  without  obtaining  a 
registration  to  engage  in  such  coincident  activities,  provided  that,  unless  specifically 
exempted,  he  complies  with  all  requirements  and  duties  prescribed  by  law  for  persons 
registered  to  engage  in  such  coincident  activities: 

( 1 )  A  person  registered  to  manufacture  any  controlled  substance  or  basic  class  of 
controlled  substance  shall  be  authorized  to  distribute  that  substance  or  class,  but  no 
other  substance  or  class  which  he  is  not  registered  to  manufacture: 

(2)  A  person  registered  to  manufacture  any  controlled  substance  listed  in 
Schedules  II   through  V    shall  be  authorized   to  conduct  chemical   analysis   and 

preclinical  research  (including  quality  control  analysis)  with  narcotic  and  nonnarcotic 
controlled  substances  listed  in  those  schedules  in  which  is  he  authorized  to 
manufacture; 

(3)  A  person  registered  to  conduct  research  with  a  basic  class  of  controlled 
substances  listed  in  Schedules  I  and  VI  shall  be  authorized  to  manufacture  such  class 


if  and  to  the  extent  that  such  manufacture  is  set  forth  in  the  research  protocol  filed 
with  the  Bureau  of  Narcotics  and  Dangerous  Drugs,  and  to  distribute  such  class  to 
other  persons  registered  or  authorized  to  conduct  research  with  such  class  or 
registered  or  authorized  to  conduct  chemical  analysis  with  controlled  substances; 

(4)  A  person  registered  or  authorized  to  conduct  chemical  analysis  with  con- 
trolled substances  shall  be  authorized  to  manufacture  such  substances  for  analytical 
or  instructional  purposes,  to  distribute  such  substances  to  other  persons  registered  or 
authorized  to  conduct  chemical  analysis  or  instructional  activities  or  research  with 
such  substances  and  to  persons  exempted  from  registration  pursuant  to  §1.16,  and  to 
conduct  instructional  activities  with  controlled  substances; 

(5)  A  person  registered  or  authorized  to  conduct  research  (other  than  research 
described  in  paragraph  (a)  (6)  of  this  section)  with  controlled  substances  listed  in 
Schedules  II  through  V  shall  be  authorized  to  conduct  chemical  analysis  with  con- 
trolled substances  listed  in  those  schedules  in  which  he  is  authorized  to  conduct 
research  to  manufacture  such  substances  if  and  to  the  extent  that  such  manufacture 
is  set  forth  in  a  statement  filed  with  the  application  for  registration,  and  to  distribute 
such  substances  to  other  persons  registered  or  authorized  to  conduct  chemical 
analysis,  instructional  activities,  or  research  with,  such  substances,  and  to  persons 
exempted  from  registration  pursuant  to  §1.16  and  to  conduct  instructional  activities 
with  controlled  substances; 

(6)  A  person  registered  to  dispense  controlled  substances  listed  in  Schedules  II 
through  V  shall  be  authorized  to  conduct  research  (other  than  research  described  in 
paragraph  (a)  (6)  of  this  section)  and  to  conduct  instructional  activities  with  those 

substances. 

(c)  A  single  registration  to  engage  in  any  group  of  independent  activities  may 
include  one  or  more  controlled  substances  listed  in  schedules  authorized  in  that  group 
of  independent  activities.  A  person  registered  to  conduct  research  with  controlled 
substances  listed  in  Schedules  I  and  VI  may  conduct  research  with  any  substance 
listed  in  Schedules  I  and  VI  for  which  he  has  filed  and  had  approved  a  research 
protocol  from  the  Bureau  of  Narcotics  and  Dangerous  Drugs. 
§1.13     Separate  registration  for  separate  locations. 

(a)  A  separate  registration  is  required  for  each  principal  place  of  business  or 
professional  practice  at  any  one  general  physical  location  where  controlled  sub- 
stances are  manufactured,  distributed,  or  dispensed  by  a  person. 

(b)  The  following  locations  shall  be  deemed  not  to  be  places  where  controlled 
substances  are  manufactured,  distributed,  or  dispensed: 

(1)  A  warehouse  where  controlled  substances  are  stored  by  or  on  behalf  of  a 
registered  person,  unless  such  substances  are  distributed  directly  from  such 
warehouse  to  registered  locations  other  than  the  registered  location  from  which  the 
substances  were  delivered  or  to  persons  not  required  to  register  by  virtue  of  G.S.  §  90- 
101  (c)  (2); 

(2)  An  office  used  by  agents  of  a  registrant  where  sales  of  controlled  substances 
are  solicited,  made,  or  supervised  but  which  neither  contains  such  substances  (other 
than  substances  for  display  purposes  or  lawful  distribution  as  samples  only)  nor 
serves  as  a  distribution  point  for  filling  sales  orders. 

§1.14     Exemption  of  agents  and  employees. 

The  requirement  of  registration  is  waived  for  any  agent  or  employee  of  a  person 


who  is  registered  to  engage  in  any  group  of  independent  activities,  if  such  agent  or 
employee  is  acting  in  the  usual  course  of  his  business  or  employment. 

§1.15     Exemption  of  practitioners. 

(a)  The  requirement  of  registration  is  waived  for  all  practitioners  licensed  in 
North  Carolina  by  their  respective  licensing  boards  under  Articles  1,  2,  4,  6,  11.  and 
12  or  Chapter  90  of  the  General  Statutes. 

(b)  An  individual  practitioner  (other  than  an  intern,  resident,  foreign-trained 
physician,  or  physician  on  the  staff  of  a  Veterans  Administration  facility,  or 
physician  who  is  an  agent  or  employee  of  the  Health  Bureau  of  the  Canal  Zone 
Government),  who  is  an  agent  or  employee  of  another  practitioner  registered  to 
dispense  controlled  substances  may,  when  acting  in  the  usual  course  of  his  em- 
ployment, administer  and  dispense  ( other  than  by  issuance  of  prescription )  controlled 
substances  if  and  to  the  extent  that  such  individual  practitioner  is  authorized  or 
permitted  to  do  so  by  the  jurisdiction  in  which  he  practices,  under  the  registration  of 
the  employer  or  princii  al  practioner  in  lieu  of  being  registered  himself. 

(c)  An  individual  practioner,  who  is  an  intern,  resident,  or  foreign-trained 
physician  or  physician  on  the  staff  of  a  Veterans  Administration  facility,  or  physician 
who  is  an  agent  or  employee  of  the  Health  Bureau  of  the  Canal  Zone  Government), 
may  dispense,  administer,  and  prescribe  controlled  substances  under  the  registration 
of  the  hospital  or  other  institution  which  is  registered  and  by  whom  he  is  employed  in 
lieu  of  being  registered  himself,  provided  that: 

(1)  Such  dispensing,  administering,  or  prescribing  is  done  in  the  usual  course  of 
his  professional  practice; 

(2)  Such  individual  practitioner  is  authorized  or  permitted  to  do  so  by  the 
jurisdiction  in  which  he  is  practicing; 

(3)  The  hospital  or  other  institution  by  whom  he  is  employed  has  verified  that  the 
individual  practitioner  is  so  permitted  to  dispense,  administer,  or  prescribe  drugs 
within  the  jurisdiction; 

( 4 )  Such  individual  practitioner  is  acting  only  within  the  scope  of  his  employment 
in  the  hospital  or  institution; 

(5)  The  hospital  or  other  institution  authorizes  the  intern,  resident,  or  foreign 
physician  to  dispense  or  prescribe  under  the  hospital  registration  and  designates  a 
specific  internal  code  number  for  each  intern,  resident,  or  foreign  physician  so 
authorized.  The  code  number  shall  consist  of  numbers,  letters,  or  a  combination 
thereof  and  shall  be  a  suffix  to  the  institution's  Bureau  registration  number,  preceded 
by  a  hyphen  (e.g.,  AP0123456-10  or  AP0123456-A12;  and 

(6)  A  current  list  of  internal  codes  and  the  corresponding  individual  practitioner 
is  kept  by  the  hospital  or  other  institution  and  is  made  available  at  all  times  to  other 
registrants  and  law  enforcement  agencies  upon  request  for  the  purpose  of  verifying 
the  authority  of  the  prescribing  individual  practitioner. 

(d)  An  individual  on  the  staff  of  a  teaching  or  research  institution  may  handle 
controlled  substances  under  the  registration  of  the  institution  which  is  registered  and 
by  whom  he  is  employed  in  lieu  of  being  registered  himself,  provided  that: 

(1)  The  institution  authorizes  the  staff  member  to  handle  under  the  institution 
registration  and  designates  a  specific  internal  code  number  for  each  staff  member  so 
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authorized.  The  code  number  shall  consist  of  numbers,  letters,  or  a  combination 
thereof  and  shall  be  a  suffix  to  the  institution's  Bureau  registration  number,  preceded 
by  a  hyphen  (e.g.  APO123456-10  or  AP0123456-A12);  and 

(2)     A  current  list  of  internal  codes  and  the  corresponding  staff  members  are  kept 
by  the  institution  and  is  made  available  at  all  times  to  other  registrants  and  law 
enforcement  agencies  upon  request  for  the  purpose  of  verifying  the  authority  of  the 
individual  staff  member. 
§1.16     Exemption  of  law  enforcement  officials. 

(a)  The  requirement  of  registration  is  waived  for  the  following  persons  in  the 
circumstances  described  in  this  section: 

( 1 )  Any  officer  or  employee  of  the  Authority,  any  officer  of  the  North  Carolina 
Department  of  Justice,  any  officer  or  inspector  of  the  North  Carolina  Board  of 
Pharmacy,  and  any  other  North  Carolina  officer  who  is  lawfully  engaged  in  the  en- 
forcement of  any  North  Carolina  or  Federal  law  relating  to  controlled  substances, 
drugs  or  customs,  and  is  duly  authorized  to  possess  controlled  substances  in  the 
course  of  his  official  duties;  and 

(2)  Any  officer  or  employee  of  the  U.  S.  Bureau  of  Narcotics  and  Dangerous 
Drugs,  any  officer  of  the  U.  S.  Bureau  of  Customs,  any  officer  or  employee  of  the  U. 
S.  Food  and  Drug  Administration,  and  any  other  Federal  officer  who  is  lawfully 
engaged  in  the  enforcement  of  any  Federal  law  relating  to  controlled  substances, 
drugs  or  customs,  and  is  duly  authorized  to  possess  controlled  substances  in  the 
course  of  his  official  duties;  and 

(3)  Any  officer  or  employee  of  the  State  or  any  political  subdivision  or  agency 
thereof,  who  is  engaged  in  the  enforcement  of  any  State  or  local  law  relating  to 
controlled  substances  and  is  duly  authorized  to  possess  controlled  substances  in  the 
course  of  his  official  duties. 

(4)  The  requirement  of  registration  is  waived  for  any  official  of  the  U.S.  Army, 
Navy,  Marine  Corps,  Air  Force,  Coast  Guard,  or  Public  Health  Service  who  is 
authorized  to  prescribe,  dispense,  or  administer,  but  not  to  procure  or  purchase, 
controlled  substances  in  the  course  of  his  official  duties.  Such  officials  shall  follow 
procedures  set  forth  in  Part  4  of  these  rules  and  regulations  regarding  prescriptions, 
but  shall  state  the  branch  of  service  or  agency  (e.g.  U.  S.  Army  or  Public  Health 
Service),  and  the  service  identification  number  of  the  issuing  official  in  lieu  of  the 
registration  number  required  on  prescription  forms.  The  service  identification 
number  of  a  Public  Health  Service  Officer  is  his  Social  Security  number. 

(b)  Any  official  exempted  by  this  section  may,  when  acting  in  the  course  of  his 
official  duties,  possess  any  controlled  substance  and  distribute  any  such  substance  to 
any  other  official  who  is  also  exempted  by  this  section  and  acting  in  the  course  of  his 
official  duties. 

(c)  Any  official  exempted  by  this  section  may  procure  any  controlled  substance 
in  the  course  of  an  inspection,  in  accordance  with  §6.3  (a)  (4),  or  in  the  course  of  any 
criminal  investigation  involving  the  person  from  whom  the  substance  was  procured. 

Applications  for  Registration 

§1.21      Time  for  application  for  registration;  expiration  date 

(a)  Any  person  who  is  required  to  be  registered  and  who  is  not  so  registered  may 
apply  for  registration  at  any  time.  No  person  required  to  be  registered  shall  engage  in 
any  activity  for  which  registration  is  required  until  the  application  for  registration  is 
granted  and  Certificate  of  Registration  is  issued  by  the  Director  to  such  persons. 
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However,  a  person  already  registered  under  federal  law  shall  be  allowed  to  continue 
to  engage  in  the  activity  for  which  Federal  registration  is  allowed  during  the  time  his 
application  is  being  processed  and  until  such  application  is  denied. 

(b)  Any  person  who  is  registered  may  apply  to  be  reregistered  not  more  than  60 
days  before  the  expiration  date  of  his  registration. 

(c)  All  registrations  shall  expire  on  October  31.  If  the  registrant  registers  within 
the  three  months  preceding  October  31,  the  registration  shall  not  expire  until  the 
following  October  31.  In  all  other  cases  the  registration  shall  expire  on  the  first 
October  31  following  the  date  on  which  the  person  registered. 

§1.22      Application  forms;  contents,  signature 

(a)  If  any  person  is  required  to  be  registered,  and  is  not  so  registered  and  is 
applying  for  registration: 

(1)  To  manufacture  or  distribute  controlled  substances,  he  shall  apply  on  NCDA 
Form  225; 

(2)  To  dispense  controlled  substances  listed  in  schedules  II  through  V,  he  shall 
apply  on  NCDA  Form  224; 

(3)  To  conduct  instructional  activities  with  controlled  substances  listed  in 
Schedules  II  through  V,  he  shall  apply  on  NCDA  Form  224; 

(4)  To  conduct  research  with  controlled  substances  listed  in  Schedules  II  through 

V  (other  than  research  described  in  §1.12  (a)  (8)  he  shall  apply  on  NCDA  Form  225 
with  evidence  of  Federal  Registration  to  conduct  research  with  such  controlled 
substances; 

(5)  To  conduct  research  with  narcotic  drugs  listed  in  Schedules  II  through  V,  as 
described  in  §1.12  (a)  (8),  he  shall  apply  on  NCDA  Form  225,  with  evidence  of  Federal 
Registration  to  conduct  research  with  such  controlled  substances; 

(6)  To  conduct  research  with  controlled  substances  listed  in  Schedules  I  and  VI. 
he  shall  apply  on  NCDA  Form  225,  with  evidence  of  Federal  Registration  to  conduct 
research  with  such  controlled  substances; 

(7)  To  conduct  instructional  activities  with  controlled  substances  listed  in 
Schedules  I  and  VI,  he  shall  apply  as  a  researcher  on  NCDA  Form  225  with  evidence 
of  Federal  Registration  to  conduct  instructional  activities  with  controlled  sub- 
stances; and 

(8)  To  conduct  chemical  analysis  with  controlled  substances  listed  in  any 
schedule,  he  shall  apply  on  NCDA  Form  225. 

(b)  If  any  person  is  registered  and  is  applying  for  reregistration: 

( 1)  To  manufacture  or  distribute  controlled  substances,  he  shall  apply  on  NCDA 
Form  227: 

(2)  To  dispense  controlled  substances  in  Schedules  II  through  V,  he  shall  apply 
on  NCDA  Form  226: 

(3)  To   conduct   instructional   activities    with    controlled    substances    listed   in 

Schedules  II  through  VI,  he  shall  apply  on  NCDA  Form  226; 

(4)  To  conduct  research  with  controlled  substances  listed  in  Schedules  II  through 

V  (other  than  research  described  in  §1.12  (a)  (8)  he  shall  apply  on  NCDA  Form  227; 

(5)  To  conduct  research  with  narcotic  drugs  listed  in  Schedules  II  through  V,  as 
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described  in  §1.12  (a)  (8),  he  shall  apply  on  NCDA  Form  227; 

(6)  To  continue  to  conduct  research  with  controlled  substances  listed  in  Schedules 
I  and  VI  under  one  or  more  approved  research  protocols,  he  shall  apply  on  NCDA 
Form  227; 

(7)  To  continue  to  conduct  instructional  activities  with  controlled  substances 
listed  in  Schedules  I  and  VI  under  one  or  more  approved  federal  instructional 
statements,  he  shall  apply  as  a  researcher  on  NCDA  Form  227;  and 

(8)  To  conduct  chemical  analysis  with  controlled  substances  listed  in  any 
schedule,  he  shall  apply  on  NCDA  Form  227. 

(c )  NCDA  Forms  224  and  225  may  be  obtained  at  the  Authority  or  by  writing  to 
the  North  Carolina  Drug  Authority,  222  N.  Person  Street,  Raleigh,  North  Carolina, 
27611.  NCDA  Forms  226  and  227  will  be  mailed,  as  applicable,  to  each  registered 
person  approximately  60  days  before  the  expiration  date  of  his  registration;  if  any 
registered  person  does  not  receive  such  forms  within  45  days  before  the  expiration 
date  of  his  registration,  he  must  promptly  give  notice  of  such  fact  and  request  such 
forms  by  writing  to  the  Authority  at  the  foregoing  address. 

(d)  Each  application  for  registration  to  handle  any  basic  class  of  controlled 
substance  listed  in  Schedule  I  (except  to  conduct  chemical  analysis  with  such 
classes),  and  VI,  and  each  application  for  registration  to  manufacture  a  basic  class  of 
controlled  substances  listed  in  Schedule  II,  or  to  conduct  research  with  any  narcotic 
controlled  substance  listed  in  Schedule  II,  shall  include  the  Bureau  Controlled 
Substances  Number  for  each  basic  class  or  substance  to  be  covered  by  such 
registration. 

( e )  Each  application  shall  include  all  information  called  for  in  the  form,  unless  the 
item  is  not  applicable,  in  which  case  this  fact  shall  be  indicated. 

( f  )  An  applicant  may  authorize  one  or  more  individuals,  who  would  not  otherwise 
be  authorized  to  do  so,  to  sign  applications  for  the  applicant  by  filing  with  the  North 
Carolina  Drug  Authority  a  power  of  attorney  for  each  such  individual.  The  power  of 
attorney  shall  be  signed  by  a  person  who  is  authorized  to  sign  applications  under  this 
paragraph  and  shall  contain  the  signature  of  the  individual  being  authorized  to  sign 
applications.  The  power  of  attorney  shall  be  valid  until  revoked  by  the  applicant. 

§1.23     Filing  of  application;  joint  filings. 

(a)  All  applications  for  registration  shall  be  submitted  for  filing  to  the  North 
Carolina  Drug  Authority,  222  N.  Person  Street,  Raleigh,  North  Carolina  27611. 

(b)  Any  person  required  to  obtain  more  than  one  registration  may  submit  all 
applications  in  one  package.  Each  application  must  be  complete  and  should  not  refer 
to  any  accompanying  application  for  required  information. 

§1.24     Acceptance  for  filing;  defective  applications 

(a)  Applications  submitted  for  filing  are  dated  upon  receipt.  If  found  to  be 
complete,  the  application  will  be  accepted  for  filing.  Applications  failing  to  comply 
with  the  requirements  of  this  part  will  not  generally  be  accepted  for  filing.  In  the  case 
of  minor  defects  as  to  completeness,  the  Director  may  accept  the  application  for  filing 
with  a  request  to  the  applicant  for  additional  information.  A  defective  application  will 
be  returned  to  the  applicant  within  10  days  following  its  receipt  with  a  statement  of 
the  reason  for  not  accepting  the  application  for  filing.  A  defective  application  may  be 
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corrected  and  resubmitted  for  filing  at  any  time;  the  Director  shall  accept  for  filing 
any  application  upon  resubmission  by  the  applicant,  whether  complete  or  not. 

(b)  Accepting  an  application  for  filing  does  not  preclude  any  subsequent  request 
for  additional  information  pursuant  to  §1.25  and  has  no  bearing  on  whether  the 
application  will  be  granted  except  as  provided  in  G.S.  §  90-102  (c)  and  (d). 

§1.25     Additional  information 

The  Director  may  require  an  applicant  other  than  one  registered  under  Federal  law 
to  submit  such  documents  or  written  statements  of  fact  relevant  to  the  application  as 
he  deems  necessary  to  determine  whether  the  application  should  be  granted.  The 
failure  of  the  applicant  to  provide  such  documents  or  statements  within  60  days  after 
being  requested  to  do  so  shall  be  deemed  to  be  a  waiver  by  the  applicant  of  an  op- 
portunity to  present  such  documents  of  facts  for  consideration  by  the  Director  in 
granting  or  denying  the  application. 

§1.26     Amendments  to  and  withdrawal  of  applications. 

(a)  An  application  may  be  amended  or  withdrawn  without  permission  of  the 
Director  at  any  time  before  the  date  on  which  the  applicant  receives  an  order  to  show 
cause  pursuant  to  §1.36,  or  before  the  date  on  which  a  notice  of  hearing  on  the  ap- 
plication is  published  pursuant  to  §1.32,  whichever  is  sooner. 

(b)  After  an  application  has  been  accepted  for  filing,  the  request  by  the  applicant 
that  it  be  returned  or  the  failure  of  the  applicant  to  respond  to  official  correspondence 
regarding  the  application,  when  sent  by  registered  or  certified  mail,  return  receipt 
requested,  shall  be  deemed  to  be  a  withdrawal  of  the  application. 

Action  on  Applications  for  Registration  : 
Revocation  or  Suspension  of  Registration 

§1.31     Administrative  review  generally. 

The  Director  may  inspect,  or  cause  to  be  inspected,  the  establishment  of  an  ap- 
plicant or  registrant,  pursuant  to  Part  6.  The  Director  shall  review  the  application  for 
registration  and  other  information  gathered  by  the  Authority  regarding  an  applicant 
in  order  to  determine  whether  the  applicable  standards  of  G.S.  §  90-102  have  been 
met  by  the  applicant. 

§1.32     Certificate  of  registration;  denial  of  registration. 

(a)  The  Director  shall  issue  a  Certificate  of  Registration  (NCDA  Form  223)  to  an 
applicant  if  the  issuance  of  registration  or  reregistration  is  required  under  the  ap- 
plicable provisions  of  G.S.  90-102.  Before  denying  any  application,  the  Director  shall 
issue  an  order  to  show  cause  pursuant  to  §1.36  and  shall  hold  a  hearing  on  the  ap- 
plication pursuant  to  §1.41. 

(b)  The  Certificate  of  Registration  (NCDA  Form  223)  shall  contain  the  name, 
address,  and  registration  number  of  the  registrant,  the  activity  authorized  by  the 
registration,  the  schedules  and/or  Bureau  Controlled  Substances  Code  Number  of  the 
controlled  substances  which  the  registrant  is  authorized  to  handle,  and  the  expiration 
date  of  the  registration. 

The  registrant  shall  maintain  the  certificate  of  registration  at  the  registered 
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location  in  a  readily  retrievable  manner  and  shall  permit  inspection  of  the  certificate 
by  an  official,  agent  or  employee  of  the  Authority  or  any  federal  or  local  agency 
engaged  in  enforcement  of  laws  relating  to  controlled  substances. 

§1.33     Suspension  or  revocation  of  registration. 

(a)  The  Director  may  suspend  any  registration  pursuant  to  G.S.  §  90-103  (a)  and 
(d).  Where  the  Director  suspends  a  registration  under  G.S.  §  90-103  (d),  the  hearing 
on  such  suspension  must  be  held  no  later  than  60  days  after  the  original  date  of 
suspension. 

(b)  The  Director  may  revoke  any  registration  pursuant  to  G.S.  §  90-103  (a). 

(c)  Before  revoking  or  suspending  any  registration,  the  Director  shall  issue  an 
order  to  show  cause  pursuant  to  §1.36  and  shall  hold  a  hearing  pursuant  to  §1.41. 
Notwithstanding  the  requirements  of  this  section,  however,  the  Director  may 
suspend  any  registration  pending  a  final  order  pursuant  to  §1.34. 

( d)  Upon  service  of  the  order  of  the  Director  suspending  or  revoking  registration, 
the  registrant  shall  immediately  deliver  his  Certificate  of  Registration  and  any  order 
forms  in  his  possession  to  the  Raleigh  office  of  the  Authority.  Also,  upon  service  of 
the  order  of  the  Director  revoking  registration,  the  registrant  shall,  as  instructed  by 
the  Director: 

( 1 )  Deliver  all  controlled  substances  in  his  possession  to  the  Raleigh  office  of  the 
Authority;  or 

(2)  Place  all  controlled  substances  in  his  possession  under  seal  as  described  in 
G.S.  §  90-103  (e). 

( e )  In  the  event  that  revocation  or  suspension  is  limited  to  a  particular  controlled 
substance  or  substances,  the  registrant  shall  be  given  a  new  Certificate  of 
Registration  for  all  substances  not  affected  by  such  revocation  or  suspension.  The 
registrant  shall  deliver  the  old  Certificate  of  Registration  to  the  Raleigh  office  of  the 
Authority.  Also,  the  registrant  shall,  as  instructed  by  the  Director: 

( 1 )  Deliver  to  the  Raleigh  office  of  the  Authority  all  of  the  particular  controlled 
substance  or  substances  affected  by  the  revocation  or  suspension  which  are  in  his 
possession;  or 

(2)  Place  all  of  such  substances  under  seal  as  described  in  G.S.  §  90-103  (e). 

§1.34     Suspension  of  registration  pending  final  order. 

(a)  The  Director  may  suspend  any  registration  simultaneously  with  or  at  any 
time  subsequent  to  the  service  upon  the  registrant  of  an  order  to  show  cause  why 
such  registration  should  not  be  revoked  or  suspended,  in  any  case  where  he  finds  that 
there  is  an  imminent  danger  to  the  public  health  or  safety.  If  the  Director  so 
suspends,  he  shall  serve  with  the  order  to  show  cause  pursuant  to  §1.36  an  order  of 
immediate  suspension  which  shall  contain  a  statement  of  his  findings  regarding  the 
danger  to  public  health  or  safety. 

(b)  Upon  service  of  the  order  of  immediate  suspension,  the  registrant  shall 
promptly  return  his  Certificate  of  Registration  and  any  order  forms  in  his  possession 
to  the  Authority.  Upon  service  of  the  order  of  the  Director  immediately  suspending 
registration,  the  registrant  shall,  as  instructed  by  the  Director: 

(1)     Deliver  all  affected  controlled  substances  in  his  possession  to  the  Raleigh 
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office  of  the  Authority;  or 

(2)     Place  all  of  such  substances  under  seal  as  described  in  G.S.  §  90-103  (e). 

(c)  Any  suspension  shall  continue  in  effect  until  the  conclusion  of  all  proceedings 
upon  the  revocation  or  suspension,  including  any  judicial  review  thereof,  unless 
sooner  withdrawn  by  the  Director  or  dissolved  by  a  court  of  competent  jurisdiction. 
Any  registrant  whose  registration  is  suspended  under  this  section  may  request  a 
hearing  on  the  revocation  or  suspension  of  his  registration  at  a  time  earlier  than 
specified  in  the  order  to  show  cause  pursuant  to  §  1.36,  which  request  shall  be  granted 
by  the  Director,  who  shall  fix  a  date  for  such  hearing  as  early  as  reasonably  possible. 

§1.35     Extension  of  registration  pending  final  order. 

In  the  event  that  an  applicant  for  registration  (who  is  operating  under  a 
registration  previously  granted  and  not  revoked  or  suspended)  has  applied  for 
registration  at  least  45  days  before  the  date  on  which  the  existing  registration  is  due 
to  expire,  and  the  Director  has  issued  no  order  on  the  application  on  the  date  on 
which  the  existing  registration  is  due  to  expire,  the  existing  registration  of  the  ap- 
plicant shall  automatically  be  extended  and  continue  in  effect  until  the  date  on  which 
the  Director  so  issues  his  order.  The  Director  may  extend  any  other  existing 
registration  under  the  circumstances  contemplated  in  this  section  even  though  the 
registrant  failed  to  apply  for  reregistration  at  least  45  days  before  expiration  of  the 
existing  registration,  with  or  without  request  by  the  registrant,  if  the  Director  finds 
that  such  extension  is  not  inconsistent  with  the  public  health  and  safety. 

§1.36     Order  to  show  cause. 

(a)  If,  upon  examination  of  the  application  for  registration  from  any  applicant 
and  other  information  gathered  by  the  Authority  regarding  the  applicant,  the 
Director  is  unable  to  make  the  determinations  required  by  the  applicable  provisions 
of  G.S.  §  90-102  to  register  the  applicant,  the  Director  shall  serve  upon  the  applicant 
an  order  to  show  cause  why  the  registration  should  not  be  denied. 

(b)  If,  upon  information  gathered  by  the  Authority  regarding  any  registrant,  the 
Director  determines  that  the  registration  of  such  registrant  is  subject  to  suspension 
or  revocation  pursuant  to  G.S.  §  90-103,  the  Director  shall  serve  upon  the  registrant 
an  order  to  show  cause  why  the  registration  should  not  be  revoked  or  suspended. 

(c )  The  order  to  show  cause  shall  call  upon  the  applicant  or  registrant  to  appear 
before  the  Director  at  a  time  and  place  stated  in  the  order,  which  shall  not  be  less 
than  30  days  after  the  date  of  receipt  of  the  order.  The  order  to  show  cause  shall  also 
contain  a  statement  of  the  legal  basis  for  such  hearing  and  for  the  denial,  revocation, 
or  suspension  of  registration  and  a  summary  of  the  matters  of  fact  and  law  asserted. 

(d)  When  authorized  by  the  Director,  any  agent  of  the  Authority  may  serve  the 
order  to  show  cause. 

Hearings 

§1.41     Hearings  generally. 

(a)  In  any  case  where  the  Director  shall  hold  a  hearing  on  any  registration  or 
application  therefore,  the  procedures  for  such  hearing  shall  be  governed  generally  by 
the  adjudication  procedures  set  forth  in  G.S.  Chapter  143,  Article  33  and  specifically 
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by  G.S.  §  90-102  and  103,  and  by  §1.42  through  §1.46. 

(b)  Any  hearing  under  this  part  shall  be  independent  of,  and  not  in  lieu  of, 
criminal  prosecutions  or  other  proceedings  under  the  Act  or  any  other  law  of  North 
Carolina  or  of  the  United  States. 

§1.42     Purpose  of  hearing. 

The  Director  shall  hold  a  hearing  for  the  purpose  of  receiving  factual  evidence 
regarding  the  issues  involved  in  the  denial,  revocation,  or  suspension  of  any 
registration.  Extensive  argument  should  not  be  offered  into  evidence  but  rather 
presented  in  opening  or  closing  statements  of  counsel  or  in  memoranda  of  proposed 
findings  of  fact  and  conclusions  of  law. 

§1.43     Waiver  or  modification  of  rules. 

The  Director  may  modify  or  waive  any  rule  in  this  part  by  notice  in  advance  of  the 
hearing  if  he  determines  that  no  party  in  the  hearing  will  be  unduly  prejudiced  and 
the  ends  of  justice  will  thereby  be  served.  Such  notice  of  modification  or  waiver  shall 
be  made  a  part  of  the  record  of  the  hearing. 

§1.44     Waiver  of  hearing. 

(a)  Any  person  entitled  to  a  hearing  or  to  participate  in  a  hearing  pursuant  to 
§1.32  and  1.33  may  file  with  the  Director  a  waiver  of  an  opportunity  for  a  hearing  or 
to  participate  in  a  hearing,  together  with  a  written  statement  regarding  his  position 
on  the  matters  of  fact  and  law  involved  in  such  hearing.  Such  statement  shall  be 
made  a  part  of  the  record  and  shall  be  considered  in  light  of  the  lack  of  opportunity 
for  cross-examination  in  determining  the  weight  to  be  attached  to  matters  of  fact 
asserted  therein. 

(b)  If  any  person  entitled  to  a  hearing  or  to  participate  in  a  hearing  pursuant  to  § 
1.32  and  1.33  fails  to  appear  at  the  hearing,  he  shall  be  deemed  to  have  waived  his 
opportunity  for  the  hearing  or  to  participate  in  the  hearing,  unless  he  shows  good 
cause  for  such  failure. 

(c)  If  all  persons  entitled  to  a  hearing  or  to  participate  in  a  hearing  waive  or  are 
deemed  to  waive  their  opportunity  for  the  hearing  or  to  participate  in  the  hearing,  the 
Director  may  cancel  the  hearing,  if  scheduled,  and  issue  his  final  order  pursuant  to 
§1.47  without  a  hearing. 

§1.45     Burden  of  proof. 

(a)  At  any  hearing  for  the  denial  of  a  registration,  the  Authority  shall  have  the 
burden  of  proving  that  the  requirements  for  such  registration  pursuant  to  G.S.  §90- 
102  are  not  satisfied. 

(b)  At  any  hearing  for  the  revocation  or  suspension  of  a  registration,  the 
Authority  shall  have  the  burden  or  proving  that  the  requirements  for  such  revocation 
or  suspension  to  G.S.  §90-103  (a)  are  satisfied. 

§1.46     Time  and  place  of  hearing. 

The  hearing  will  commence  at  the  place  and  time  designated  in  the  order  to  show 
cause  or  notice  of  hearing  mailed  (unless  expedited  pursuant  to  §1.34  (c)  but 
thereafter  it  may  be  moved  to  a  different  place  and  may  be  continued  from  day  to  day 
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or  recessed  to  a  later  day  without  notice  other  than  announcement  thereof  by  the 
presiding  officer  at  the  hearing. 

§1.47     Final  order. 

As  soon  as  possible,  the  Director  shall  issue  his  order  on  the  granting,  denial, 
revocation,  or  suspension  of  registration.  The  order  shall  specify  the  date  on  which  it 
shall  take  effect.  The  Director  shall  serve  one  copy  of  his  order  upon  each  party  in  the 
hearing. 

Modification,  Transfer  and  Termination  of  Registration 

§1.51     Modification  in  registration. 

Any  registrant  may  apply  to  modify  his  registration  to  authorize  the  handling  of 
additional  controlled  substances  by  submitting  a  letter  of  request  to  the  North 
Carolina  Drug  Authority.  The  letter  shall  contain  the  registrant's  name,  address, 
registration  number,  and  the  substances  and  or  schedules  to  be  added  to  his 
registration.  If  the  registrant  is  seeking  to  handle  additional  controlled  substances 
listed  in  Schedules  I  and  VI  for  the  purpose  of  research  or  instructional  activities,  he 
shall  attach  evidence  of  Federal  registration  to  conduct  research  with  such  controlled 
substances.  The  request  for  modification  shall  be  handled  in  the  same  manner  as  an 
application  for  registration.  If  the  modification  and  registration  is  approved,  the 
Director  shall  issue  a  new  certificate  of  registration  (NCDA  Form  223)  to  the 
registrant,  who  shall  maintain  it  with  the  old  certificate  of  registration  until  ex- 
piration. 

§1.52     Termination  of  registration. 

The  registration  of  any  person  shall  terminate  if  and  when  such  person  dies,  ceases 
legal  existence,  discontinues  business  or  professional  practice,  or  changes  his  name  or 
address  as  shown  on  the  Certificates  of  Registration.  Any  registrant  who  ceases  legal 
existence,  discontinues  business  or  professional  practice,  or  changes  his  name  or 
address  as  shown  on  the  Certificate  of  Registration  shall  notify  the  Director  promptly 
of  such  fact.  In  the  event  of  a  change  in  name  or  address  the  person  may  apply  for  a 
new  Certificate  of  Registration  in  advance  of  the  effective  date  of  such  change  by 
filing  an  application.  The  application  shall  be  handled  in  the  same  manner  as  an 
application  for  registration. 

§1.53     Transfer  of  registration. 

No  registration  or  any  authority  conferred  thereby  shall  be  assigned  or  otherwise 
transferred  except  upon  such  conditions  as  the  Director  may  specifically  designate 
and  then  only  pursuant  to  his  written  consent. 

Security  Requirements 

§1.61     Security  Requirements  generally 

Compliance  with  the  security  requirements  of  Federal  law  including  the 
requirements  presented  in  Part  301  of  Title  21  of  the  Code  of  Federal  Regulations  on 
August  8,  1972,  shall  be  deemed  compliance  under  G.S.  Chapter  90,  Article  5. 
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PART  2 

LABELING  AND  PACKAGING  REQUIREMENTS  FOR 
CONTROLLED  SUBSTANCES 

§2.1     Labeling  and  Packaging  Requirements  Generally 

Compliance  with  the  labeling  and  packaging  of  controlled  substances  requirements 
of  Federal  law,  including  the  requirements  presented  in  Part  302  of  Title  21  of  the 
Code  of  Federal  Regulations  on  August  8,  1972,  shall  be  deemed  compliance  under 
G.S.  90-106  (f)  with  the  addition  that  a  physician  dispensing  any  controlled  sub- 
stance shall  affix  to  the  package  a  label  showing  the  date,  the  physician's  name  and 
address,  the  name  of  the  patient,  the  generic  name  of  the  controlled  substance,  and 
directions  for  use  and  cautionary  statements,  if  any,  which  the  physician  feels 
necessary  or  which  are  required  by  law. 

PART  3 

RECORDS  AND  INVENTORIES  OF  REGISTRANTS 

§3.1      Record  and  inventory  requirements  generally. 

Compliance  with  the  record  and  inventory  requirements  of  Federal  law  including 
the  requirements  presented  in  Part  304  of  the  Code  of  Federal  regulations  on  August 
8,  1972,  shall  be  deemed  compliance  under  G.S.  Chapter  90,  Article  5. 

PART  4-PRESCRIPTIONS 

§4.1      Prescription  requirements  generally 

Compliance  with  the  prescription  requirements  of  the  Federal  law,  including  the 
requirements  presented  in  Part  306  of  Title  21  of  the  Code  of  Federal  Regulations  on 
August  8,  1972,  shall  be  deemed  compliance  under  G.S.  Chapter  90,  Article  5. 

§4.2     Persons  authorized  to  use  controlled  substances  listed  in  Schedule  VI 

Pursuant  to  G.S.  §90-113.3  the  North  Carolina  Drug  Authority  is  authorized  to 
engage  in  research  in  the  misuse  and  abuse  of  Schedule  VI  controlled  substances.  The 
North  Carolina  Drug  Authority  is  also  authorized  to  enter  into  contracts  with  other 
public  agencies,  institutions  of  higher  education,  and  private  organizations  or  in- 
dividuals for  the  purpose  of  research  on  the  misuse  and  abuse  of  Schedule  VI  con- 
trolled substances.  Other  than  through  the  authority  of  the  North  Carolina  Drug 
Authority  or  proper  evidence  of  federal  registration  to  conduct  research  in  accordance 
with  §90-102  (c)  and  (d).  no  other  person  is  authorized  to  use  Schedule  VI  controlled 
substances. 

PART  5 

General  Information 

§5.1      Definitions. 

As  used  in  this  part,  the  following  terms  shall  have  the  meanings  specified: 
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(a)  The  term  "Act"  means  the  North  Carolina  Controlled  Substances  Act  (G.S. 
Chapter  90,  Article  5). 

(b)  Any  term  not  defined  in  this  section  shall  have  the  definition  set  forth  in  G.S. 
590-87  and  in  §1.2  of  these  rules  and  regulations. 

§5.2     Application  of  other  State  law  and  Federal  law. 

Nothing  in  Parts  1-6  of  these  rules  and  regulations  shall  be  construed  as 
authorizing  or  permitting  any  person  to  do  any  act  which  such  person  is  not 
authorized  or  permitted  to  do  under  Federal  laws  or  obligations  under  international 
treaties,  conventions  or  protocols,  or  under  other  law  of  the  State,  nor  shall  com- 
pliance with  such  parts  be  construed  as  compliance  with  Federal  or  State  laws  unless 
expressly  provided  in  such  other  laws. 

§5.3     Exceptions  to  regulations. 

Any  person  may  apply  for  an  exception  to  the  application  of  any  provision  of  parts 
1-6  of  these  rules  and  regulations  by  filing  a  written  request  stating  the  reasons  for 
such  exception.  Requests  shall  be  filed  with  the  Director,  North  Carolina  Drug 
Authority,  222  N.  Person  Street,  Raleigh,  North  Carolina  27611.  The  Director  may 
grant  an  exception  in  his  discretion,  but  in  no  case  shall  he  be  required  to  grant  an 
exception  to  any  person  which  is  not  otherwise  required  by  law  or  the  regulations 
cited  in  this  section. 

§5.4     Distribution  to  supplier. 

Any  person  lawfully  in  possession  of  a  controlled  substance  listed  in  any  schedule 
may  distribute  (without  being  registered  to  distribute)  that  substance  to  the  person 
from  whom  he  obtained  it  or  to  the  manufacturer  of  the  substance,  provided  that  a 
written  record  is  maintained  which  indicates  the  date  of  the  transaction,  the  name, 
form  and  quantity  of  the  substance,  the  name,  address  and  registration  number,  if 
known,  of  the  supplier  or  manufacturer.  In  the  case  of  returning  a  controlled  sub- 
stance listed  in  Schedule  I,  II,  or  IV,  a  Bureau  order  form  shall  be  used  and  be 
maintained  as  the  written  record  of  the  transaction.  Any  person  not  required  to 
register  pursuant  to  G.S.  §90-101  shall  be  exempt  from  maintaining  the  records 
required  by  this  section. 

§5.5     Discontinuance  or  Transfer  of  Business 

Any  registrant  desiring  to  discontinue  or  transfer  business  activities  altogether  or 
with  respect  to  controlled  substances  shall  return  his  Certificate  of  Registration  to 
the  North  Carolina  Drug  Authority,  222  N.  Person  Street,  Raleigh,  North  Carolina 
27611,  for  cancellation. 

Disposal  of  Controlled  Substances 

§5.21      Procedure  for  disposing  of  controlled  substances 

Any  person  in  possession  of  any  controlled  substance  and  desiring  or  required  to 
dispose  of  such  substance  (e.g.  upon  discontinuance  or  transfer  of  business)  shall  be 
in  compliance  with  the  state  requirements  as  long  as  he  follows  the  requirements  of 
federal  law.  including  the  requirements  prescribed  in  Part  307  of  Title  21  of  Code  of 
Federal  Regulations  on  August  8,  1972. 
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PART  6 
ADMINISTRATIVE  FUNCTIONS,  PRACTICES,  AND  PROCEDURES 

Administrative  Inspections 

§6.1     Scope  of  Part  6 

Procedures  regarding  administrative  inspections  pursuant  to  G.  S.  §90-101  (f)  and 
§90-107  are  governed  generally  by  those  sections  and  specifically  by  the  sections  of 
this  part. 

§6.2     Definitions. 

As  used  in  this  part  the  following  terms  shall  have  the  meanings  specified: 

(a)  The  term  "act"  means  the  North  Carolina  Controlled  Substances  Act  (G.S. 
Chapter  90,  Article  5). 

(b)  The  term  "authority"  means  the  North  Carolina  Drug  Authority. 

(c)  The  term  "controlled  premises"  means  —  (1)  Places  where  original  or  other 
records  or  documents  required  under  the  Act  are  kept  or  required  to  be  kept;  and 

(2)  Places,  including  factories,  warehouses,  or  other  establishments  and  con- 
veyances, where  persons  registered  under  the  Act  or  exempted  from  registration 
under  the  Act  may  lawfully  hold,  manufacture,  or  distribute,  dispense,  administer,  or 
otherwise  dispose  of  controlled  substances. 

(d)  The  term  "Director"  means  the  Director  of  the  Authority. 

(e)  The  term  "inspector"  means  an  officer  or  employee  of  the  Authority 
authorized  by  the  Director  to  make  inspections  under  the  Act. 

(f)  The  term  "register"  and  "registration"  refer  to  registration  required  and 
permitted  by  G.S.  90-102. 

(g)  Any  term  not  defined  in  this  section  shall  have  the  definition  set  forth  in  G.S. 
§90-87. 

§6.3     Authority  to  make  inspections. 

(a)  In  carrying  out  his  functions  under  the  Act,  the  Director,  through  his  in- 
spectors, is  authorized  in  accordance  with  G.S.  §90-101  (f)  and  §90-107  to  enter 
controlled  premises  and  conduct  administrative  inspections  thereof,  for  the  purpose 
of: 

( 1 )  Inspecting,  copying,  and  verifying  the  correctness  of  records,  reports,  or  other 
documents  required  to  be  kept  or  made  under  the  Act  and  the  regulations 
promulgated  under  the  Act,  including  but  not  limited  to  inventory  and  other  records 
required  to  be  kept  pursuant  to  Part  3  of  these  rules  and  regulations,  prescription  and 
distribution  records  required  to  be  kept  pursuant  to  Part  4  of  these  rules  and 
regulations,  shipping  records  identifying  the  name  of  each  carrier  used  and  the  date 
and  quantity  of  each  shipment,  and  storage  records  identifying  the  names  of  each 
warehouse  used  and  the  date  and  quantity  of  each  storage; 

(2)  Inspecting  within  reasonable  limits  and  in  a  reasonable  manner  all  pertinent 
equipment,  finished  and  unfinished  controlled  substances  and  other  substances  or 
materials,  containers,  and  labeling  found  at  the  controlled  premises  relating  to  this 
Act; 

(3)  Making  a  physical  inventory  of  all  controlled  substances  on-hand  at  the 
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premises; 

(4)  Collecting  samples  of  controlled  substances  or  precursors  (in  the  event  any 
samples  are  collected  during  an  inspection,  the  inspector  shall  issue  a  receipt  for  such 
samples  on  NCDA  Form  84  to  the  owner,  operator,  or  agent  in  charge  of  the 
premises); 

(5)  Checking  of  records  and  information  on  distribution  of  controlled  substances 
by  the  registrant  as  they  relate  to  total  distribution  of  the  registrant  (i.e.,  has  the 
distribution  in  controlled  substances  increased  markedly  within  the  past  year,  and  if 
so  why);  and 

(6)  Except  as  provided  in  §6.4,  all  other  things  therein  (including  records,  files, 
papers,  processes,  controls  and  facilities)  appropriate  for  verification  of  the  records, 
reports,  documents  referred  to  above  or  otherwise  bearing  on  the  provisions  of  the 
Act  and  the  regulations  thereunder. 

(b)  All  inspections  shall  be  conducted  during  regular  business  hours  and  shall  be 
completed  in  a  reasonable  manner. 

§6.4     Exclusion  from  inspection. 

(a)  Unless  the  owner,  operator  or  agent  in  charge  of  the  controlled  premises  so 
consents  in  writing,  no  inspection  authorized  by  these  regulations  shall  extend  to: 

(1)  Financial  data; 

(2)  Sales  data  other  than  shipping  data;  or 

(3)  Pricing  data. 

§6.5     Entry. 

An  inspection  shall  be  carried  out  by  an  inspector.  Any  such  inspector,  upon  (a) 
stating  his  purpose,  and  (b)  presenting  to  the  owner,  operator,  or  agent  in  charge  of 
the  premises  to  be  inspected  (1)  appropriate  credentials,  and  (2)  written  notice  of  his 
inspection  authority  under  §6.4  of  this  chapter,  and  (c)  receiving  informed  consent, 
shall  have  the  right  to  enter  such  premises  and  conduct  inspections  at  reasonable 
times  and  in  a  reasonable  manner. 

§6.6     Notice  of  inspection. 

The  notice  of  inspection  ( NCDA  Form  82 )  shall  contain : 

(a)  The  name  and  title  of  the  owner,  operator  or  agent  in  charge  of  the  controlled 
premises; 

(b)  The  controlled  premises  name; 

( c )  The  address  of  the  controlled  premises  to  be  inspected ; 

(d)  The  date  and  time  of  the  inspection; 

( e )  A  statement  that  a  notice  of  inspection  is  given ;  and 

(f )  The  signature  of  the  inspector. 

PART  7 
STATE  ADVISORY  COUNCIL 

§7.1     Definitions. 

As  used  in  this  part,  the  following  terms  shall  have  the  meanings  specified: 
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(a)  The  term  "Council"  means  the  State  Advisory  Council  as  required  by  21  USC 
1176  and  as  herein  described. 

(b)  Any  term  not  defined  in  this  section  shall  have  the  definition  set  forth  in  G.S. 
§90-87  and  in  §1.2  of  these  Rules  and  Regulations. 


§7.2     Purpose. 

The  purpose  of  the  Council  shall  be  to  consult  from  time  to  time  with  the  Drug 
Authority  in  developing  and  implementing  the  State  Plan  as  required  under  21  USC 
1176.  The  Council  must  specifically  comment  on  the  State  Plan  and  the  suggested 
funding  outlined  in  the  State  Plan.  (When  the  State  Plan  is  submitted  to  the  Federal 
government  by  the  Drug  Authority  for  approval,  any  statements  of  the  Council  at 
variance  or  in  addition  to  those  of  the  Drug  Authority  shall  be  appended  to  the  State 
Plan). 

§7.3     Size  and  Composition. 

The  Council  shall  be  composed  of  eighteen  (18)  individuals.  Eleven  of  these  in- 
dividuals shall  come  from  each  of  the  eleven  congressional  districts  of  the  State.  The 
remaining  individuals  may  come  from  any  area  of  the  State.  These  eighteen  in- 
dividuals shall  represent  the  following  categories:  Youth  Member  (1);  School 
Counselor  (1);  Drug  Treatment  Counselor  (1);  Drug  Education  Counselor  (1);  State 
Probation  Officer  (1);  Narcotics  Officer  (1);  Public  Agency  Drug  Program  Ad- 
ministrator (1);  Community  Drug  Action  Administrator  (1);  Licensed  Private 
Physician  (1);  Military  Representative  (1);  Elected  Official  (1);  Licensed  Pharmacist 
(1);  Public  Agency  Service  Delivery  Staff  Member  (3);  and  Community  Drug  Action 
Service  Delivery  Staff  Member  (3). 

§7.4     Selection. 

The  Chairman  of  the  North  Carolina  Drug  Authority  shall  appoint  a  committee  to 
nominate  the  eighteen  members  of  the  Council  and  to  designate  one  of  the  nominees 
as  the  Chairman.  These  nominees  shall  be  approved  by  the  members  of  the  North 
Carolina  Drug  Authority  and  upon  their  approval,  shall  be  submitted  to  the 
Governor  for  final  approval.  Approval  by  the  North  Carolina  Drug  Authority  shall  be 
by  a  majority  of  a  quorum  present  and  voting. 


§7.5     Filling  Vacancy. 

Any  vacancy  occuring  prior  to  the  regular  expiration  of  the  term  of  any  member 
shall  be  filled  in  the  same  manner  as  herein  set  forth  for  regular  selection.  The  new 
member  must  come  from  the  same  geographic  area  and  represent  the  same  category 
as  his  predecessor.  Any  person  appointed  to  fill  a  vacancy  on  the  Council  shall  serve 
for  the  duration  of  the  term  of  his  predecessor. 


§7.6     Length  of  Term. 

The  original  members  of  the  State  Advisory  Council  shall  serve  until  February  1, 
1974.  The  terms  of  succeeding  members  of  the  Council  shall  be  for  one  year  com- 
mencing on  February  1  of  1974,  and  each  year  thereafter. 
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§7.7     Ad  Hoc  Committees  and  Consultants. 

The  Council  may  convene  ad  hoc  committees  and  call  in  consultants  for  technical 
assistance  as  it  deems  necessary. 

§7.8     Council  Voting. 

Action  taken  by  the  Council  shall  be  by  a  majority  of  a  quorum  present  and  voting, 
with  the  Chairman  of  the  Council  voting  only  in  the  case  of  a  tie. 

CHAPTER  2: 
RULES  AND  REGULATIONS  FOR  NONPROFESSIONAL  DRUG  TREAT- 
MENT FACILITIES 

PART  8 

GENERAL  RULES  AND  REGULATIONS 

§8.1     License  Availability. 

A  license  issued  by  the  Drug  Authority  to  a  drug  treatment  facility  shall  be 
available  for  inspection  at  the  place  where  treatment,  shelter,  or  comfort  are  afforded. 

§8.2     License  Issued  Annually. 

A  license  issued  by  the  Drug  Authority  to  a  drug  treatment  facility  shall  be  valid 
for  one  year  commencing  with  the  first  day  of  January  of  the  year  for  which  it  was 
issued  unless  the  Drug  Authority  shallrestrict  it  to  a  lesser  period. 

§8.3     Non-Transferrability  of  License. 

A  license  issued  by  the  Drug  Authority  to  a  drug  treatment  facility  shall  not  be 
transferred  or  moved  from  the  premises  for  which  it  was  issued  without  the  express 
written  approval  of  the  Drug  Authority,  which  approval  shall  be  in  the  form  a  new 
license. 

§8.4     Adult  Available. 

A  license  issued  by  the  Drug  Authority  to  a  drug  treatment  facility  requires  that  a 
responsible  adult  will  be  present  or  immediately  available  to  the  drug  treatment 
facility  at  all  times  as  required  by  law. 

§8.5     Physician  Available. 

A  license  issued  by  the  Drug  Authority  to  a  drug  treatment  facility  requires  that 
professional  medical  services  will  at  all  times  be  available  to  the  drug  treatment 
facility  as  required  by  law.  This  means  a  person  licensed  as  a  physician  in  North 
Carolina  must  be  at  or  on  priority  call  to  the  drug  treatment  facility  at  all  times. 

§8.6     Inspection. 

A  licensed  drug  treatment  facility  shall  be  open  at  all  times  to  inspection  by 
representatives  of  the  North  Carolina  Drug  Authority. 

§8.7     Harboring  Fugitives 

Fugitives  shall  not  knowingly  be  harbored  at  a  licensed  drug  treatment  facility. 
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§8.8     Harboring  Minors. 

Minors  who  are  in  flight  from  their  parents  or  other  lawful  authority  shall  not  be 
harbored  at  a  drug  treatment  facility. 

§8.9     Unlawful  Possession  of  Controlled  Substances  Prohibited. 

A  licensed  drug  treatment  facility  shall  not  permit  any  controlled  substance  within 
the  meaning  of  the  North  Carolina  Controlled  Substances  Act  on  its  premises  unless 
in  the  actual  possession  and  control  of  a  person  lawfully  permitted  to  possess  same. 

§8.10     Personal  Liability  of  Licensee. 

A  license  granted  by  the  Drug  Authority  to  the  drug  treatment  facility  in  no  way 
alters  or  reduces  the  personal  liability  of  a  licensee,  its  agents,  or  employees, 
voluntary  or  compensated,  with  respect  to  any  of  its  operations. 

§8.11      Other  Licensing  Requirements  of  the  State. 

A  license  granted  by  the  Drug  Authority  to  a  drug  treatment  facility  in  no  way 
waives  or  satisfies  any  other  licensing  requirements  that  may  be  imposed  by  the 
State  of  North  Carolina  or  any  subdivision  thereof. 

§8.12     Illegal  Use  of  Controlled  Substances  by  Staff  Members  Prohibited. 

It  shall  be  the  policy  of  the  facility  for  all  staff  members,  paid  or  voluntary,  not  to 
use  any  controlled  substances  illegally  at  any  time  while  on  or  off  duty. 

§8.13     Statistical  Reports. 

Statistical  reports  of  patient  contacts  and     reatments  will  be  furnished  by  the 
facility  to  the  Drug  Authority  as  required. 

§8.14     Confidentiality  of  Patient  Records. 

The  facility  will  comply  with  State  and  Federal  laws  relating  to  confidentiality  of 
patient  records. 

§8.15     Availability  of  Services. 

Services  will  be  available  as  appropriate  to  individuals  who  have  used  narcotics  or 
other  drugs  illegally. 

§8.16     Service  Discrimination  Not  Allowed. 

Services  will  be  made  available  without  discrimination  on  account  of  race,  creed, 
color,  sex,  or  national  origin. 

§8.17     Revocation  or  Suspension  of  License. 

A  license  granted  by  the  Drug  Authority  to  a  drug  treatment  facility  may  be 
suspended  or  revoked  at  any  time  by  the  Drug  Authority  on  a  finding  by  it  or  its 
designated  agent  that  the  drug  treatment  facility  has  failed  to  maintain  the  stan- 
dards required  of  it  in  order  to  be  licensed  initially;  or  has  violated,  or  is  in  violation 
of,  the  laws  of  the  State  of  North  Carolina  or  the  Rules  and  Regulations  of  the  Drug 
Authority. 
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SCHEDULES  OF  CONTROLLED  SUBSTANCES 

WITH  FEDERAL  CODE  NUMBERS 

JAN.  1,1973 


SCHEDULE  I 

OPIATES 

Acetylmethadol 9601 

Allylprodine    9602 

Alphacetylmethadol  9603 

Alphameprodine   9604 

Alphamethadol   9605 

Benzethidine    9606 

Betacetylmethadol   9607 

Betameprodine    9608 

Betamethadol    9609 

Betaprodine 9611 

Clonitazene 9612 

Dextromoramide 9613 

Dextrorphan    9614 

Diampromide 9615 

Diethylthiambutene 9616 

Dimenoxadol 9617 

Dimepheptanol   9618 

Dimethylthiambutene  9619 

Dioxaphetyl  butyrate 9621 

Dipipanone    9622 

Ethylmethylthiambutene  9623 

Etonitazene   9624 

Etoxeridine    9625 

Furethidine    9626 

Hydroxypethidine 9627 

Ketobemidone 9628 

Levomoramide 9629 

Levophenacylmorphan 9631 

Morpheridine 9632 

Noracymethadol  9633 

Norlevorphanol  9634 

Normethadone 9635 

Norpipanone    9636 

Phenadoxone 9637 

Phenampromide    9638 

Phenomorphan    9647 

Phenoperidine  9641 

Piritramide 9642 

Proheptazine  9643 

Properidine 9644 

Propiram    9649 

Racemoramide 9645 

Trimeperidine    9646 


OPIUM  DERIVATIVES 

Acetorphine       9319 

Acetyldihydrocodeine  9051 

Benzylmorphine      9052 

Codeine  methylbromide  9070 

Codeine-N-Oxide  9053 

Cyprenorphine 9054 

Desomorphine 9055 

Dihydromorphine  9145 

Etorphine  9056 

Heroin    9200 

Hydromorphinol     9301 

Methyldesorphine 9302 

Methyldihydromorphine  9304 

Morphine  methylbromide  9305 

Morphine  methylsulfonate  9306 

Morphine-N-Oxide    9307 

Myrophine  9308 

Nicocodeine   9309 

Nicomorphine        9312 

Normorphine 9313 

Pholcodine 9314 

Thebacon  9315 

HALLUCINOGENIC      SUB- 
STANCES 

3,  4-methylenedioxy 

amphetamine     7400 

5-methoxy-3,  4-methylene- 
dioxy amphetamine  7401 

3,  4,  5-trimethoxy 

amphetamine 7390 

Bufotenine  7433 

Diethyltryptamine    7434 

Dimethyltryptamine 7435 

4-methyl-2,  5-dimethoxy- 

amphetamine       7395 

Ibogaine     7260 

Lysergic  acid  diethyla- 
mide          7315 

Mescaline  7381 

Peyote  7415 

N-ethyl-3-piperidyl 

benzilate         7482 


N-methyl-3-piperidyl 

benzilate 7484 

Psilocybin 7437 

Psilocyn  7438 

SCHEDULE  II 

SUBSTANCES,        VEGETABLE 
ORIGIN        OR        CHEMICAL 

SYNTHESIS 

Opium,  raw      9600 

Opium  extracts       9610 

Opium  fluid  extracts  9620 

Powdered  opium        9639 

Granulated  opium  9640 

Tincture  of  opium      9630 

Apomorphine 9030 

Codeine  9050 

Ethylmorphine  9190 

Hydrocodone 9193 

Hydromorphone      9194 

Metopon  9260 

Morphine  9300 

Oxycodone     9143 

Oxymorphone 9652 

Thebaine  9333 

Coca  leaves 9040 

Cocaine  9041 

Ecgonine        9180 


OPIATES 

Alphaprodine 9010 

Anileridine  .      9020 

Bezitramide  9800 

Dihydrocodeine 9120 

Diphenoxylate 9170 

Fentanyl  9801 

Isomethadone    9226 

Levomethorphan       9210 

Levorphanol  9220 

Metazocine     9240 

Methadone 9250 

MethadoneTntermediate  9254 

MoramideTntermediate  9802 

Pethidine     9230 

Pethidine-Intermediate-A-         9232 
Pethidine-Intermediate-B-  9233 

PethidineTntermediate-C-  9234 

Phenazocine         9715 

Piminodine         9730 

Racemethorphan       9732 

Racemorphan 9733 

METHAMPHETAMINE,       IN- 
JECTABLE         1400 

STIMULANTS 

Amphetamine    1100 

Methaphetamine,  except 

injectable  1105 

Phenmetrazine        1630 

Methylphenidate  1726 


SCHEDULE  III 


DEPRESSANTS 

Barbituric  acid  2100 

Chlorhexadol  2510 

Glutethimide  2550 

Lysergic  acid  7300 

Lysergic  acid  amide    7310 

NARCOTIC  DRUGS 


Methyprylon      2575 

Phencyclidine 7471 

Sulfondiethylmethane  2600 

Sulfonethylmethane  2605 

Sulfonmethane 2610 


NALORPHINE 


9400 


Unless  specifically  excepted  or  unless  listed  in  another  schedule,  any  material, 
compound,  mixture,  or  preparation  containing  limited  quantities  of  any  of  the 
following  narcotic  drugs,  or  any  salts  thereof: 

(1)  Not  more  than  1.8  grams  of  codeine  per  100  milliliters  or  not  more  than  90 
milligrams  per  dosage  unit,  with  equal  or  greater  quantity  of  an  lsoquinoline  alkaloid 
of  opium        9803 

(2)  Not  more  than  1.8  grams  of  codeine  per  100  milliliters  or  not  more  than  90 


milligrams  per  dosage  unit,  with  one  or  more  active,  non-narcotic  ingredients  in 
recognized  therapeutic  amounts    9804 

(3)  Not  more  than  300  milligrams  of  dihydrocodeinone  per  100  milliliters  or  not  more 
than  15  milligrams  per  dosage  unit,  with  a  fourfold  or  greater  quantity  of  an 
isoquinoline  alkaloid  of  opium      9805 

(4)  Not  more  than  300  milligrams  of  dihydrocodeinone  per  100  milliliters  or  not  more 
than  15  milligrams  per  dosage  unit,  with  one  or  more  active,  non-narcotic  ingredients 
recognized  therapeutic  amounts 9806 

(5)  Not  more  than  1.8  grams  of  dihydrocodeine  per  100  milliters  or  not  more  than  90 
milligrams  per  dosage  unit,  with  one  or  more  active,  non-narcotic  ingredients  in 
recognized  therapeutic  amounts 9807 

(6)  Not  more  than  300  milligrams  of  ethylmorphine  per  100  milliliters  or  not  more 
than  15  milligrams  per  dosage  unit,  with  one  or  more  active,  non-narcotic  ingredients 
in  recognized  therapeutic  amounts    9808 

(7)  Not  more  than  500  milligrams  of  opium  per  100  milliliters  or  per  100  grams  or  not 
more  than  25  milligrams  per  dosage  unit,  with  one  or  more  active,  non-narcotic 
ingredients  in  recognized  therapeutic  amounts 9809 

(8)  Not  more  than  50  milligrams  of  morphine  per  100  milliliters  or  per  100  grams  with 
one  or  more  active,  non-narcotic  ingredients  in  recognized  therapeutic  amounts    9810 


SCHEDULE  IV 

Barbital  2145 

Chloral  betaine  2460 

Chloral  hydrate  2465 

Ethchlorvynol  2540 

Ethinamate  2545 

Methohexital  2264 

Meprobamate  2820 

Methylphenobarbital 2250 

Paraldehyde  2585 

Petrichloral  2591 

Phenobarbital  2285 

SCHEDULE  V 

Narcotic  drugs  containing  non- 
narcotic active  medicinal 
ingredients.  Any  compound, 
mixture,  or  preparation  containing 
any  of  the  following  limited 
quantities  of  narcotic  drugs  or  salts 
thereof,  which  shall  include  one  or 
more  non-narcotic  active  medicinal 
ingredients  in  sufficient  proportion 
to  confer  upon  the  compound, 
mixture,  or  preparation  valuable 
medicinal  qualities  other  than  those 
possessed  by  the  narcotic  drug 
alone: 


( 1 )  Not  more  than  200  milligrams  of 
codeine   per    100   milliliters   or   per 

100  grams. 

(2)  Not  more  than  100  milligrams  of 
dihydrocodeine  per  100  milliliters  or 
per  100  grams. 

(3)  Not  more  than  100  milligrams  of 
ethylmorphine  per  100  milliliters  or 
per  100  grams. 

(4)  Not  more  than  2.5  milligrams  of 
diphenoxylate  and  not  less  than  25 
micrograms  of  atropine  sulfate  per 
dosage  unit. 

(5)  Not  more  than  100  milligrams  of 
opium  per  100  milliliters  or  per  100 
grams. 


SCHEDULE  VI 

Marihuana 
Tetrahydrocannabinols 


N.  C.  State  Drug  Authority 
F.  E.   Epps,  Director 
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